113499

REPORT BY THE

Compitroller General
OF THE UNITED STATES

Patent And Trademark Amendments Of 1980
Set The Stage For Uniform Patent Practice
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A uniform Government-wide policy for as-
signing title to inventions arising from Gov-
ernment-sponsored research and develop-
ment has been an objective of Federal
policymakers for nearly 20 years. Changes
in the patent and trademark laws in 1980
established such a policy for nonprofit orga-
nizations and small business firms that
conduct federally sponsored research and
development.

Preliminary assessment of the actions of
agencies thus far and of the regulations
issued to put the law into effect promise
that the goal of uniformity envisioned may
be achieved.
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T COMPTROLLER GENERAL OF THE UNITED STATES

. NASHINGTON D.C. 20548

The Honnrable Strom Thurmond
Chairman, Conmittee on the Judiciary
United States Senate

The ionorable Peter W. Rodino, Jr.
Chairman, Committee on the Judiciary
tlouse of Representatives

This is the first annual report submitted by the Comptroller
General under Section 6, Public Law 96-517, commonly referred to
as "The Patent and Trademark Amendments of 1980." Section 6 estab-
lishes a uniform policy for assigning title to inventions made by
small business or nonprofit contractors during Government-sponsored
research. The section also requires the General Accounting Office
to monitor and report on the execution of the Act.

This report describes the events leading to the passage of
Public Law 96-517 and discusses actions taken to put the Act into
effect. The report also contains a copy of Section 6 of Public
Law 96-517 (appendix 1) and a copy of Office of Management and
Budget (OMB) Circular A-124, which sets forth regulations for
carrying out the law (appendix II).

LEGISLATIVE HISTORY

Efforts to establish a uniform patent policy for the Federal
Government vegan in 1963 when the Presidential Memorandum and
Statement of Government Patent Policy was issued. That memorandum,
revised in 1971, provided guidance to agencies for assigning title
to inventions resulting from federally funded research. The guid-
ance, however, was quite flexible and agencies interpreted the
guidance and assigned titles in a variety of ways. So, in 1972,
the Commission on Government Procurement recommended that the 1971
memorandum be carried out promptly and uniformly. It alsc called
for Government-wide legislation to allow, as a jeneral rule, the
developing contractor or inventor to retain patent riqghts to ia-
ventions made with Federal support.

In 1975, the Committee on Government Patent Policy, which was
established by the Federal Council on Science and Technology, evalu-
ated Zxecutive agency =2xperience under the Presidential nemorandun
and found that problems still existed. The Cormmittee concluded
that legislation was needed to unify agency practices £for allocat-
ing rights to contractor ianventions. The legislation was also
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needed to clarify when agencies had the authority to arant exclu-
sive licenses for Government-owned inventions.

In 1978, the Advisory Subcommittee on Patent and Information
Policy of the Advisory Committee on Industrial Innovation issued
the "Draft Report on Patent Policy." It recommended transferring
the patent rights on the vesults of Government-~sponsored research
to the private sector. In May 1979, the Comptroller General tes-
tified in hearings on the patent practices of a numher of Federal
agencies. He reported that the goal of a uniform Federal patent
policy had not been reached. In fact, the Comptroller General
stated that various Executive agencies were using approximately
20 different patent arrangements. 1/

In 1980, the 96th Congress enacted Public Law 96-517. This
law provides that in most cases a nonprofit organization or small
business firm may elect to retain title to inventions made during
federally sponsored research or research and development (R&D).

RESPONSIBILITIES OF GAO
UNDER PUBLIC LAW 96-517

The Ccmptroller General was assigned two primary responsibili-
ties under Section 6 of Public Law 96-517. The first is to monitor
how well the intent of Section 6 is being achieved and determine if
"any pattern of determinations [with regard to disposition of title
because of "exceptional circumstances"] by a Federal agency is con-
trary to the policy and objectives [of the Act] or that an agency's
policies or practices are otherwise not in conformance [with the
Act]." Second, the Comptroller General is required to send a re-
port at least once a year to the House and Senate Committees on the
Judiciary on how the agencies are carrying out certain provisions
of the Act and “"on such other aspects of Government patent policies
and practices with respect to federally funded inventions as the
Comptroller General believes appropriate.”

The purpose of this first report under Public Law 96-517 is
to

--briefly describe the steps taken to put Section 6, Public
Law 96-517, into effect and assess whether uniformity of

patent practice is occurring, and

-~discuss the use of the Section's "exceptional circumstance"
provision that allows agencies to ra2strict or eliminate the
right to retain title of any invention made by small busi-
ness or nonprofit contractors.

1/The University and Small Business Patent Procedures Act. Hear-
ings on S. 414, Committee on the Judiciary, 96th Cong., lst Sess.

(1979).
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To do this, we
--rmonitored the development of OMB regulations.

~-interviewed patent officials from the five agencies that
fund about 90 percent of Federal R&D. Those five agencies
are the Department of Defense (DOD), the National Aeronau-
tics and Space Administration (NASA), the Department of
Energy (DOE), the Department of Health and Human Services
(434S ), and the National Science Foundation (NSF).

~--gxamined copies of internal agency orders and other docu-
ments describing changes in agency procurement procedures
resulting from the new law.

--assessed the final regulations to judge whether the require-
ments in them were sufficiently precise to prevent agencies
from interpreting the language in them differently.

EXECUTION OF PUBLIC LAW 96-517

The primary objective of the law is to eliminate a number of
individual agency policies on the ownership of patent rights and
replace them with a uniform Government-wide policy. This will re-
duce administrative costs and provide contractors with an incen-
tive to bring federally funded research to the point where it can
be used commercially. While this objective is clear, its realiza-
tion depends on the regqulations issued by the Office of Federal
Procurement Policy (OFPP) through OMB and on how the agencies in-
terpret these regulations.

Development of regulations

After Public Law 96-517 was enacted on December 12, 1980, the
following steps were taken to develop interim and final regulations.
OFPP convened an interagency task force to draft preliminary requ-
lations. On July 2, 1981, OFPP published the interim regulations
(OMB Bulletin 81-22) in the Federal Register. 1Included in these
was a "Patent Rights Clause" to be used in all funding agreements
with nonprofit and small business contractors. The clause speci-
fies the rights and obligations of the contractor and the Federal
Government with regard to assigning title to inventions. It also
requires that the contractor have the opportunity to retain title
to any invention resulting from the research.

Public comments on the interim regulations were solicited.
Based on comments from the public and from agencies, OFPP revised
the interim regulations. The final requlations were issued on
February 10, 1982, with an effective date of March 1, 1982.

Agency practice under interim regulations

From July 1, 1981, to March 1, 1982, the agencies we examined
modified their patent practices to be consistent with OMB Bulletin
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81-22. Thus, even during this interim period, the Act was being
carried out uniformly. Patent officials interviewed stated that
contracts negotiated during this period would be modified to con-
form to the final regulations, 1f necessary.

Agencies' practices under the interim regulations differed in
only one significant way: the decision whether to use the "pre-
notification provision" included in the interim regulations. This
provigion permitted agencies to include a requirement that the con-
tractor inform the agency, at least 90 days prior to submitting an
article for publication, of the details of any patentable invention
developed with Federal assistance. NASA, DOD, and DOE decided to
include the provision, while NSF and HHS did not. Many universities
that receive Federal funds strongly objected to the prenotification
provision; they considered it an infringement on their faculty's
right to publish. As a result, OFPP eliminated "prenotification”
from the final regulations.

The prospects for a uniform
patent policy under the
final regulations

We conducted a preliminary assessment of the final regulations
to determine whether the instructions in them were sufficiently pre-
cise to prevent agencies from interpreting the language differently.
As we have noted earlier, the prospects for a uniform practice of
patent policy under this law depend upon how agencies interpret the
final regulations and on the procedures used as a result of those
interpretations. Therefore, the clarity and specificity of the
regulations are critical. If the regulations are imprecise, agen-
cies might interpret them differently, and contractors might again
confront a variety of agency practices.

Our assessment indicated that the guidance given agencies by
the final requlations is specific enough to result in uniform prac-
tice across agencies. The final regqulations fail to provide agen-
cies clear instructions in only one area, that of contractor re-
porting requirements. The regulations do not specify the content,
format, or frequency of each of the reports that can be required
of contractors by agencies. But the regulations do constrain the
agencies from imposing reporting requirements until the Department
of Commerce (DOC), which has been designated the "lead agency,"
devises a uniform periodic reporting system. How DOC carries out
this responsibility will determine whether contractor reporting
requirements are the same across agencies.

EXCEPTIONAL CIRCUMSTANCE DETERMINATIONS

Section 202(a)(ii) of Public Law 96-517 provides that each
nonprofit organization or small business firm may elect to retain
title to any invention made under Federal support except

(i) when the funding agreement is for the operation
of a Government-owned research or production facility,
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(i1) in exceptional circumstances when it is deter-
mined by the agency that restriction or elimination
of the right to retain title to any subject inven-
tion will better promote the policy and objectives
of [the Act], or

(iii) when it is determined by a Government authority
which is authorized by statute or Executive order to
conduct foreign intelligence or counter-intelligence
activities that the restriction or elimination of the
right to retain title to any subject invention is
necessary to protect the security of such activities.

Determinations made under the second instance-~-"exceptional
circumstances"--are to be made in writing and accompanied by a
written statement of justifying facts. This is then submitted
to the Comptroller General within 30 days after the award of the
applicable funding agreement. The statute requires that the Comp-
troller General decide if "any pattern of determinations by a
Federal agency is contrary to the policy and objectives [of the
section or if] an agency's policies or practices are otherwise
not in conformance" with the section. TIf such a pattern or other
judgment of nonconformance is cbserv=2d, the Comptroller General
is to advise the head of the agency involved.

Only limited guidance is provided in the legislative history
about what might constitute an "exceptional circumstance," although
a report of the Senate Committee on the Judiciary states that these
deviations from the uniform policy should be used sparingly. 1/

Two examples of situations that might Jjustify an exceptional cir-
cumstance determination were given in that report. First was when
a funding agreement calls for a specific product that will be re~-
quired to be used by regulation. The report states that, in such

a case, "it is presumed that patent incentives will not be required
to bring the product to the market." The second example was when
the sponsoring agency planned to fund and promote a product or pro-
cess until it was put into commercial use. In this case, the re-
port goes on to say that "it would be within the spirit of the

Act for the agency to . . . define specific fields of use to which
it will obtain rights . . . ."

As of February 15, 1982, the Comptroller General had received
five notices of exceptional circumstance determinations, all from
the Department of Energy. These determinations restricted or

1/Senate Rpt. No. 96-480, 96th Cong., lst Sess., (1980). This
report relates to S. 414, a predecessor bill to H.R. 5933 which
became P.L. 96~517, and provides the only detailed explanation
of "exceptional circumstances” found in the Act's legislative
history.
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eliminated right to title under a dozen separate funding agree-
ments. The GAO staff is currently reviewing these five situations
in accordance with the requirements of the Act.

CONCLUSIONS

Before passage of Public Law 96-517, agency practices of as-
signing title to inventions made under Federal support differed
substantially. Enactment of this law was an effort to bring about
uniform Government-wide patent policy and practice for nonprofit
organizations and small business firms. Based on our analysis, we
conclude that this new law provides a basis for achieving the de-
sired uniformity of practice across agencies. This conclusion
is preliminary, however. It is based on an examination of the
agencies' activities under the interim regulations and an analy-
sis of the language in the final regulations, not on a review of
agencies' practices under the final regulations.

Only one area--that of contractor reporting reaquirements--
remains unresolved. However, the potential nonuniform practice in
this area can be eliminated when guidance is issued by the Depart-

ment of Commerce.

It is too early to draw any conclusions about the use of the
“exceptional circumstance" provision in Section 202(a)(ii) of the
Act. As of February 1982, GAO had received five notices of excep-
tional circumstance determinations involving a dozen funding agree-

ments.

We are sending copies of this report to appropriate committees
of both Houses, Representatives and Senators with particular inter-
est, the Director of the Office cf Management and Budget, the
Director of the Office of Science and Technology Policy, the
Administrator of the Small Business Administration, and to chief
officials of the related research and development agencies. We
will also make copies available to interested organizations and

individuals, as appropriate, on request.

Comptroller General
of the United States



PUBLIC LAW 96-517—DEC. 12, 1980

“CHAPTER 38—PATENT RIGHTS IN INVENTIONS MADE
WITH FEDERAL ASSISTANCE *

X $.

“204. Preference for United States industry.

205, Confidentiality.

“206. Uniform ciauses and regulations.

“27. Domestic and foreign protection of federally owned inventions.
“208. Regulations governing Federal licensing.

+209. Restrictions on licensing of federally owned inventions.

“210. Precedence of chapter

“211. Relationship to antitrust luws.

“§200. Policy and objective

“It is the policy and objective of the Congress to use the patent
system to promote the utilization of inventions arising from federall
supported research or development; to encourage maximum partici-
pation of small business firms in federally supported research and
development efforts; to promote collaboration between commercial
concerns and nonprofit organizations, including universities; to
ensure that inventions made by nonprofit organizations and small
business firms are used in a manner to promote free competition and
enterprise; to promote the commercialization and public availability
of inventions made in the United States by United States industry
and labor: to ensure that the Government obtains sufficient rights in
federally supported inventions to meet the needs of the Government
and protect the public against nonuse or unreasonable use of inven-
tions; and to minimize the costs of administering policies in this area.

“4201. Definitions

“As used in this chapter—

“(a) The term 'Federal agency’ means any executive agency as
defined in section 105 of title 5, United States Code, and the
g]ilita departments as defined by section 102 of title 5, United

tates e.

“(b) The term ‘funding agreement’ means any contract, grant,
or cooperative agreement entered into between any Federal
agency, other than the Tennessee Valley Authority, and an
contractor for the performance of experimental, developmenta{
or research work funded in whole or in part by the Federal
Government. Such term includes any assignment, substitution of
parties, or subcontract of any type entered into for the perform-
ance of experimental, developmental, or research work under a
funding agreement as herein defined.

*“(c) The term ‘contractor’ means any person, small business
firm, or nonprofil organization that i1s a party to a funding

ment.

“(d) The term ‘invention’ means any invention or discovery
which is or may be patentable or otherwise pro le under
thistitle.

“(e) The term ‘subject invention’ means any invention of the
contractor conceived or first actually reduced to practice in the
performance of work under a funding agreement.

“(f) The term ‘practical application’ means to manufacture in
the case of a composition or product, to practice in the case of a
process or method, or to vperate in the case of a machine or
system; and, in each case, under such conditions as to establish

94 STAT. 3019

35 USC 20

45 USC 20t

A5 Ui 202
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aggreement
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that the invention is being utilized and that its benefits are to the
extent permitted by law or Government regulations availuble to
the public on reasonable terms.

*(g) The term 'made’ when used in relation to any invention
means the conception or first actual reduction to pructice of such
invention.

“(h) The term ‘small business firm’ means a small business
concern as defined at section 2 of Public Law #5 536 (15 US.C.
612) and implementing regulations of the Administrator of the
Small Business Administration.

“(i) The term ‘nonprofit organization’ means universities and
other institutions of higher education or an organization of the
type described in section 5011ck3) of the Internal Revenue Code of
1954 (26 U.S.C. 501tc) and exempt from taxation under section
Hilal of the Internal Revenue Code 26 US.C. H01tan or any
nonprofit scientific or educational organization qualified under a
State nonprofit organization statute.

“§ 202. Disposition of rights

“a) Bach nonprofit organization or small business firm may.
within a reasonable time after disclosure as required by paragraph
(ex1) of this section, elect to retain title to any subject invention:
Provided. however, That a funding agreement may provide otherwise
(i} when the funding agreeinent is for the operation of a Government-
owned research or produztion facility, (i} in exceptional circum-
stances when it is deterinined by the agency that restriction or
elimination of the right tc retain title to any subject invention will
better promote the policy and objectives of this chapter or iiil) when it
is determined by a Government authority which is autherized by
statute or Executive order to conduct foreign intelligence or counter-
intelligence activities that the restriction or elimination of the right
to retain title to any subject invention is necessary to protect the
security of such activities. The rights of the nonprofit organization or
small business firm shall be subject to the provisions of paragraph (c)
of this section and the other provisions of this chapter.

“(bk1) Any determination under (ii) of paragraph (a} of this section
shall be in writing and accompanied by a written statement of facts
justifying the determination. A copy of each such determination and
justification shall be sent to the Comptroller General of the United
States within thirty days after the award of the applicable funding
agreement. In the case of determinations applicable to funding
agreements with small business firms copies shall also be sent to the
Chief Counsel for Advocacy of the Small Business Administration.

“2) If the Comptroller General believes that any pattern of
determinations by a Federal agency is contrary to the policy and
objectives of this chapter or that an agency's policies or practices are
otherwise not in conformance with this chapter, the Comptroller
General shall so advise the head of the agency. The head of the
agency shall advise the Comptroller General in writing within one
hundred and twenty days of what action, if any, the agency has taken
or plans to take with respect to the matters raised by the Comptroiler
General.

“(3) At least once each year. the Comptroller General shall trans-
mit a report to the Committees on the Judiciary of the Senate and
House of Representatives on the manner in which this chapter is
being implemented by the agencies and on such other aspects of
Government patent policies and practices with respect to federally
funded inventions as the Comptroller General believes appropriate.

Sec. 6.(a) Title 35 of the U.S.C. was amended by aading ch. 8
after ch. 7
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“t¢) Each funding agreement with a small business firm or non- Fuading
profit organization shall contain appropriate provisions to effectuate agreement

the following:

“1) A requirement that the contractor disclose each subject
mvention to the Federal agency within a reasonable time after it
s made and that the Federal Government may receive title to
any subject invention not reported to it within such time.

(21 A requirement that the contractor make an election to
retain title to any subject invention within a reasonable time
after disclosure and that the Federal Government may receive
title to any subject invention in which the contractor does not
elect to retain rights or fails to elect rights within such time.

“(3) A requirement that a contractor electing rights file patent
applications within reasonable times and that the Federal Gov-
ernment may receive title to any subject inventions in the
United States or other countries in which the contractor has not
filed patent applications on the subject invention within such
times.

“(4) With respect to any invention in which the contractor
elects rights, the Federal agency shall have a nonexclusive,
nontransferable, irrevocable, paid-up license to practice or have
practiced for or on behalf of the United States any subject
invention throughout the world, and may, if provided in the
funding agreement, have additional rights to sublicense any
foreign government or international organization pursuant to
any existing or future treaty or agreement.

“(5) The right of the Federal agency to require periodic
reporting on the utilization or eiforts at obtaining utilization
that are being made by the contractor or his licensees or
assignees: Provided, That any such information may be treated
by the Federal agency as commercial and financial information
obtained from a person and privileged and confidential and not
subject to disclosure under section 552 of title 5 of the United
States Code.

“(6) An obligation on the part of the contractor, in the event a
United States patent application is filed by or on its behalf or by
any assignee of the contractor, to include within the specification
of such application and any patent issuing thereon, a state-
ment specifying that the invention was made with Government
support and that the Government has certain rights in the
invention.

“(7T) In the case of a nonprofit organization, (A) a prohibition
upon the assignment of rights to a subject invention in the
United States without the approval of the Federal agency, except
where such assignment is made to an organization which has as
one of its primary functions the management of inventions and
which is not, itself, engaged in or does not hold a substantial
interest in other organizations engaged in the manufacture or
sale of products or the use of processes that might utilize the
invention or be in competition with embodiments of the inven-
tion (provided that such assignee shall be subject to the same
provisions as the contractor); (B) a prohibition against the grant-
ing of exclusive licenses under United States Patents or Patent
Applications in a subject invention by the contractor to persons
other than small business firms for a period in excess of the
earlier of five years from first commercial sale or use of the
invention or eight years from the date of the exclusive license
excepting that time before regulatory agencies necessary to

requirements

Hight
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obtain premarket clearance unless, on i case-by case basis, the
Federal agency approves a longer exclusive lices Hoexclusive
fieid of use licenses are granted. commercial sade or use in one
field of use shall not be deemed commercial sale or use astoother
tields of use, and a first commercial sale or use with respect to o
product of the invention shall not be deemed to end the exclusive
period to different subsequent products covered by the invention;
(Cr a requirement that the contractor share rovatties with the
inventor; and (D1 a requirement that the balance of any rovalties
or income earned by the contractor with respect to subject
inventions, after pavment of expenses tincluding pasyments to
mventorst incidental to the administration of subject inventions,
be utilized for the support of scientific research or education.

“(¥) The requirements of sections 2053 and 201 ol this chapter.

“tdy If a contractor does not elect to retain title to a subject
invention in cases subject to this section, the Federal agency may
consider and after consultation with the contractor grant requests for
retention of rights by the inventor subject to the provisions of this Act
and regulations promulgated hereunder.

“te) In any case when a Federal employee is a coinventor of any
invention made under a funding agreement with a nonprofit orgam.
zation or small business firm. the Federal ageney emploving such
coinventor is authorized to transfer or assign whatever rights it may
acquire in the subject invention from its employee to the contractor
subject to the conditions set forth in this chapter.

"ty No funding agreement with a small business firm or non-
profit organization shall contain a provision allowing o Federal
agency to require the Licensing to third parties of inventions owned
by the contractor that are not subject inventions unless such provi-
sion has been approved by the head of the agencev and o written
justification has been signed by the head of the agency. Any such
provision shall clearly state whether the heensimz may be required in
connection with the practice of a subject mvention, a specifically
identified work object. or both. The head of the ageney mav not
delegate the authority to approve provisions or sizn justifications
required by this paragraph.

21 A Federal agency shall not require the licensing of third
parties under any such provision uniless the head of the agency
determines that the use of the invention by others is necessary for the
practice of a subject invention or tor the use of a work ohject of the
funding agreement and that such action is necessary 1o achieve the
practical application of the subject invention or work object. Any
such determination shall be on the record after an opportunity tor an
ageney hearing. Any action commenced for judicril review of such
determination shall be brought within sixty days after notification of
such determination

s
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APPENDIX IXI APPENDIX II

EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MANAGEMENT AND BUDGET
WASHINGTON, D.C. 20503

February 10, 1982

CIRCULAR No. A-124

TO THE HEADS OF EXECUTIVE DEPARTMENTS AND ESTABLISHMENTS

SUBJECT: Patents - Small Business Firms and Nonprofit
Organizations

1. Purpose. This Circular provides policies, procedures,
and guidelines with respect to inventions made by small
business firms and nonprofit organizations, including univer-
sities, under funding agreements with Federal agencies where a
purpose is to perform experimental, developmental, or research
work.

2. Rescissions. This Circular supersedes OMB Bulletin 81-22
effective March 1, 1982.

3. Authority. This Circular is issued pursuant to the
authority contained in 35 U.S.C. 8206 (86 of P.L. 96-517, "The
Patent and Trademark Amendments of 1980").

4. Background. After many years of public debate on means
to enhance the utilization of the results of Government funded
research, Public Law 96-517 was enacted. This Act gives non-
profit organizations and small businesses, with 1limited
exceptions, a first right of refusal to title in inventions
they have made in performance of Government grants and
contracts. The Act takes precedence over approximately 26
conflicting statutory and administrative policies.

Under the Act, the Office of Federal Procurement Policy (OFPP)
is responsible for the issuance of the regulations
implementing 35 U.S.C. 8202-204 after consultation with the
Office of Science and Technology Policy (OSTP). On July 2,
1981, OMB Bulletin 81-22 was issued to provide interim regula-
tions while agency and public comments were sought. Based on
a review of these comments, this Circular is issued to
establish permanent implementing regulations and a standard
patent rights clause.

5. Policy and Scope. This Circular takes effect on March 1,
1982, and will be applicable to all funding agreements with
small business firms and domestic nonprofit organizations
executed on or after that date. This includes
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prior to July 1, 1981, should be normally treated as new
funding agreements.

This Circular is intended to establish uniform and coordinated
implementation of 35 U.S.C. 8200-206 so as to foster the
policy and objectives set forth in 35 U.S.C. 8§200.

6. Definitions. As used in this Circular --

a. The term "funding agreement" means any contract,
grant, or cooperative agreement entered into between any
Federal agency, other than the Tennessee Valley Authority, and
any contractor for the performance of experimental, develop-
mental, or research work funded in whole or in part by the
Federal Government. Such term includes any assignment,
substitution of parties, or subcontract of any type entered
into for the performance of experimental, developmental, or
research work under a funding agreement, as herein defined.

b. The term "contractor" means any person, small
business firm or nonprofit organization that is a party to a
funding agreement.

c. The term "invention" means any invention or
discovery which is or may be patentable or otherwise protect-
able under Title 35 of the United States Code.

4. The term "subject invention"™ means any invention of
a contractor conceived or first actually reduced to practice
in the performance of work under a funding agreement.

e. The term "practical application" means to
manufacture in the case of a composition or product, to
practice in the case of a process or method, or to operate in
the case of a machine or system; and, in each case, under such





































































